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Basis of the report 
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Box No. n 


Priority 
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Box No. m 


Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 
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Box No. rv 


Lack of unity of invention 
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Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 
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Box No. VI 
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Lack of unity of invention 

Stability: citations and explanations supportrng such statement 

Cotain documents cited 

Certain defects in *e international ^plication 

Certain observations on the international application 
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INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTAJS04/37201 



Box No. I Basis of this opinion 



..Wim^ganlto me language, .bis opimonhaslK-^esU^lishcd 
was filed, unless otherwise indicated under this item. 

* invention, this opimon has been established on the basis of: 

a. type of material 

ri a sequence listing 

Q table(s) related to the sequence listing 

b. fonnatofmat^ai 
I I in written format 
I I in computer readable form 

c time of filmg/fumishiqg 

|~] contained in international aK>lication as filed. 

□ filed together with the intemational application in computer readable form. 

□ finnished subsequently to this Authority for the purposes of search. 

3. □ ,„ aaamon. i„ me case mat n>orc man one version or ^P^. f -^^^"^^f '^.^r:?!^^^^ 
or furnished, me required statements mat (he '"^o™"^ » ^^"^^I^^Z^ 
application as filed or does not go beyond toe application as filed, as awropnaie. were 

4. Additional comments: 
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INTERNATIONAL SEARCHING AUTHORITY 



btemational application No. 
PCT/US04/37201 



Box No. V Reasoned statement under Rule 43 W5.1(a)(i) with regard to novelty, inventive step or industrial 
applicabitity; citations and explanations sppporting such statement 



1. Statement 

Claims ?-;0,12-]i5^ . ^YES 



Novelty (N) 



Claims 1.2.11.16-22^ 



Inventive step QS) Claims 7^ . ^YES 

Claims 1-6.10-22.24 

Industrial applicabiUty (lA) Claims 1^4 

Claims NONE „ . — 



2. Citations and explanations: 

Claims 1.2.11.16^.24 lack novelty under PCT Article 33(2) as being anticipated by US 2003/0049696. 

US 2003/0049696 discloses CD4+ CD25+ cells can be regulatory (Treg) or effector cells (see [0003]). US ^^^^(^^^^^^ 
discloses Treg that are CD4+ CD25+ and positive or negative for a variety of other cell surface mo ecules (see [0022]). US 
S^gsli dscl^es that said cells can be used to treat autoimmune disease (0025]) or transplant r^ecAon (see [00251) 
. Thus, whilst the reference does not disclose that said cells are ICOS positive, the Treg cells d'sclc^ed m US 
2003A)049696 aooear to encompass ceils that express said markers (because the Treg are a subset of 004+ CD25+ cells 
STe rSutetoW^ autoimmune disease and the ICOS positive cells raited In the claim are a subset 

of 034+ cells which are regulatory cells that suppress autoimmune disease. Thus, it is an inherent property of the 
Treg cells taught by US 2003/0049696 that said cells are ICOS positive. 

aaims 17-21 lack novelty under PCT Article 33(2) as being anticipated by US 2002/0106730 

US 2002^106730 discloses the ICOS llgand human b7-H2 and the administration of said molecule to ^.^^^^^^^ 
autoimmune disease (see [0016] and [0021 J). US 2002/0106730 discloses that said molecule can be administered in the 
form of a cell expressing said molecule (see [0181]).. 



Claims 1-6,10-16.22.24 lack an Inventive step under PCT Article 33(3) as being obvious over US 2003/0049696. 

US 2003/0049696 discloses CD4+ CD25+ cells can be regulatory (Treg) or effector cells (see 10003]). US 2003/^^9696 ^ 
discloses Treg that are CD4+ CD25+ and positive or negative for a variety of other cell surface mo ecules (see 10022 ) US 
2Sd^M9696 discloses that said cells can be used to treat autoimmune disease [0025]) or transplart rejection (see [0025]) 
. Thus, whilst the reference does not disclose that said cells are ICOS positive, the Treg cells dlsclc^ed in US 
2003/0049696 appear to encompass cells that express said markers (because the Treg are a subset of ^04+ CD25+^^^^ 
which are regulatory cells that suppress autoimmune disease and the ICOS positive cells recited m the claim are a subset 
of CD4+ CD25+ cells which are regulatory ceils that suppress autoimmune disease. GVHD s an art known form of 
transplantation rejection. It would have been obvious to use any art known therapeutic agent(s) in combinaUon with the 
administered Treg to treat autoimmune disease or transplant rejection (such as ECP. CsA. antibody therapy, etc). 



Forai PCT/ISA/237 (Box No. V) (Januaiy 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US04/37201 



Box No. Vni Certain observations on the International application 

The following observations on the clarity of the claims, description, and drawings or on the questions whether the claims are fully 
supported by die description, are made: 

Qaims 7-9 are objected to as lackmg clarity under POT Rule 66.2(a)(v) because of the claims 7-9 are not fidly supported by the 
description. The description does not disclose the claimed invention in a manner sufficiently clear and complete for the claimed 
invention to be carried out by a person skilled in the art because of the follovring reasons. US 2003/0049696 discloses in section [0055] 
fliat in order to treat cancers it s necessary to block Treg (suppressor cells encompassed by the claimed* cells) that suppress antitumor 
responses. Thus, Treg could not be used to treat cancer because they block antitumor immune responses. 



Form PCT/BA/237 (Box No. VHT) (January 2004) 



